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O'HARE ET AL. 
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« The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 19 March 2003 . 
2a)H This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-16 is/are pending in the application. 

4a) Of the above claim(s) 7.8.14 and 15 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed.. 

6) [3 Claim(s) 1-6 and 9-73 j a/arBrei^ted. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
11 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) D The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) D Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 

Response to Amendment 

The amendment filed on 3/19/03 has been considered. Applicant's arguments 
are deemed to be persuasive-in-part. 

Claims 1 -1 6 are pending. 

Claims 7-8 and 14-15 are withdrawn from consideration. 
Claims 1-6, 9-13 and 16 are currently under consideration. 
The rejection under 35 U.S.C. 112, second paragraph, is withdrawn in view of 
applicant's amendment. 

Response to Arguments 

Claim Rejections - 35 USC §112 

Claims 1-6, 9-13 and 16 remain rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for the in vitro use of conjugates 
comprising either the fusion protein or the nucleic acids encoding the protein and the in 
vivo use of the fusion protein of the claimed invention, does not reasonably provide 
enablement for in vivo use of the nucleic acid encoding said protein or the use of 
aggregated compositions in vivo. The specification does not enable any person skilled 
in the art to which it pertains, or with which it is most nearly connected, to use the 
invention commensurate in scope with these claims. The reasons for this rejection are 
of record in paper no. 9, mailed 9/25/02. 
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Applicant argues that the Murphy et al reference is irrelevant to VP22 fusions 
because there are other articles showing in vivo effects. Applicant is requested to 
submit these articles for review. 

Applicant argues the aggregates are enabled by the specification. The claims 
are directed to the use of ANY oligonucleotide or polynucleotide and applicant has not 
demonstrated the use of a representative number of oligo- or polynucletoide of the 
millions and millions sequences currently known. 



Claim Rejections - 35 USC § 103 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-6 and 9-10 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over O'Hare et al (WO 98/32866) in view of Dilber et al Gene Therapy 
vol. 6 p. 12 (1/1999) and applicant's admission on pages 3 lines 14-20, page 8, lines 1- 
10 . The reasons for this rejection are of record in paper no. 9, mailed 9/25/02. 

Applicant argues that the Dilber et al reference teaches away because it uses a 
different VP22 fusion. This reference was cited to show that VP22 delivery systems 
were known in art to be combined with cancer drugs. Applicant has not discussed how 
the combination of the references is different from applicant's invention. 

Claims 11-13 and 16 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over O'Hare et al (WO 98/32866) in view of Dilber et al Gene Therapy 
vol. 6 p. 12 (1/1999) and applicant's admission on pages 3 lines 14-20, page 8, lines 1- 
10 and page 5, lines 16-21 and Dalton et al, J. Clin. Oncol. Vol. 7 p. 415 (1989). The 
reasons for this rejection are of record in paper no. 9, mailed 9/25/02. 

Applicant's argument has been addressed above. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sheela J Huff whose telephone number is 703-305- 
7866. The examiner can normally be reached on T.Th 6am-12pm and alternate 
Mondays 6am-3pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony Caputa can be reached on 703-308-3995. The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 
308-4242 for regular communications and 703-308-4242 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
1235. 
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